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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )E Responsive to communication(s) filed on 06 November 2006 . 
2a)£<] This action is FINAL. 2b)Q This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 75. 84-9 1,93-1 06. 1 23 and 1 24 is/are pending in the application. 

4a) Of the above claim(s) 94 and 123 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |E Claim(s) 98-100 and 103 is/are rejected. 

7) E3 Claimfs) 75.84-91.93.95-97,101,102 and 104-106 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 26 August 2003 is/are: a)K accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)Q None of: 

1 0 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. The amendment filed November 6, 2006, is acknowledged and has been 
entered. Claims 75, 84, 85, 90, 101, and 104-106 have been amended. Claim 124 has 
been added. 

Claim 124 is directed to the elected invention, as it recites the polypeptide of 
claim 75 has the sequence of SEQ ID NO: 3. 

2. Claims 75, 84-91, 93-106, 123, and 124 are pending in the application. Claims 
94 and 123 have been withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected species of invention, there being no allowable 
generic or linking claim. Applicant timely traversed the restriction (election) requirement 
in the reply filed on June 9, 2006. 

3. Claims 75, 84-91 , 93, 95-106, and 124 are currently under prosecution. 

4. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

5. The following Office action contains NEW GROUNDS of rejection necessitated 
by amendment. 

Priority 

6. Applicant's claim under 35 USC § 120 for benefit of the earlier filing date of the 
U.S. Patent Application No. 10/274,591, filed October 18, 2002, which claims benefit of 
U.S. Patent Application No. 10/299,345, filed August 26, 2002, is acknowledged. 

However, claims 98 and 99 do not properly benefit under 35 U.S.C. § 120 by the 
earlier filing dates of the priority documents claimed, since those claims are rejected 
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under 35 U.S.C. § 112, first paragraph, as lacking adequate written description and a 
sufficiently enabling disclosure. 

In addition, as explained in the preceding Office action, claims 86 and 87 do not 
properly benefit under 35 U.S.C. § 120 by the earlier filing dates of the priority 
documents claimed because the prior filed applications do not describe the practice of 
the claimed invention using a biological sample derived from the inner wall and/or lumen 
of the intestinal tract, such as a stool sample removed from within the colon. 

Applicant's request for reconsideration of this issue is noted. Beginning at page 
10 of the amendment filed November 6, 2006, Applicant has argued claims 98 and 99 
should benefit under 35 U.S.C. § 120 by the earlier filing dates of the priority documents 
claimed because the specification provides both adequate written description and an 
enabling disclosure of the claimed invention. Furthermore, with regard to claims 86 and 
87, Applicant has argued that one ordinarily skilled in the art would have understood 
that a stool sample includes both excreted stool and stool removed from within the 
colon. 

Applicant's arguments have been carefully considered but not found persuasive 
for the following reasons: 

Again, to receive benefit of the earlier filing date under 35 USC § 120, the later- 
filed application must be an application for a patent for an invention which is also 
disclosed in the prior application (the parent or original nonprovisional application or 
provisional application); the disclosure of the invention in the parent application and in 
the later-filed application must be sufficient to comply with the requirements of the first 
paragraph of 35 U.S.C. 112. See Transco Products, Inc. v. Performance Contracting, 
Inc., 38 F.3d 551, 32 USPQ2d 1077 (Fed. Cir. 1994). 

The rejection of claims 98 and 99 under 35 U.S.C. § 112, first paragraph, is 
maintained for the reasons set forth below; and therefore claims 98 and 99 do not 
benefit from the earlier filing dates of those documents. 

With regard to claims 86 and 87, the prior filed applications do not describe the 
practice of the claimed invention using a stool sample removed from the inner wall 
and/or lumen of the intestinal tract; and the Examiner disagrees with Applicant's 
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assertion that one ordinarily skilled in the art would have understood that a stool sample 
includes both excreted stool and stool removed from removed from the inner wall and/or 
lumen of the intestinal tract. Accordingly, claims 86 and 87 do not benefit from the 
earlier filing dates of those documents. 

Therefore, the effective filing date of claims 86, 87, 98, and 99 is deemed the 
filing date of the instant application, namely August 26, 2003. 

Grounds of Objection and Rejection Withdrawn 

7. Unless specifically reiterated below, Applicant's amendment and/or arguments 
filed November 6, 2006, have obviated or rendered moot the grounds of objection and 
rejection set forth in the previous Office action mailed July 6, 2006. 

For clarity, the rejection of claims 75, 84, 85, 89-91, 93, 95-97, and 100-106 
under 35 U.S.C. § 102(a), as being anticipated by WO 2002/268677 A1 (Mack et al.), 
has been withdrawn because the effective filing date of the claims is presently regarded 
as the filing date of the earlier filed U.S. Patent Application No. 10/229,345, namely 
August 26, 2002, and accordingly Mack et al., which was published September 6, 2002, 
is not prior art under § 102(a). 

The rejection of claims 75, 84, 85, 89-91, 93, 95-97, 100-103, 105, 106, and 124 
under 35 U.S.C. 102(e), as being anticipated by U.S. Patent Application Publication No. 
2003/0077568 A1, has been withdrawn because, while the polypeptide disclosed 
therein comprises an amino acid sequence of SEQ ID NO: 3, it does not comprise the 
amino acid sequence of SEQ ID NO: 3. 

Grounds of Objection and Rejection Maintained 

Claim Objections 

8. The objection of claims 75, 84-91, 93, and 95-106, because the claims are 
directed in the alternative to the subject matter of a non-elected invention, is maintained. 
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Claim Rejections - 35 USC §112 

9. The rejection of claims 99, 100, and 103 under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention, is maintained. 

At page 13 of the amendment filed November 6, 2006, Applicant has traversed 
this ground of rejection. 

Applicant's arguments have been carefully considered but not found persuasive 
for the following reasons: 

(a) With regard to the ground of rejection of claim 99, Applicant has argued 
absolute values are not relevant, as this measurement (i.e., the subject's historical 
baseline level of a polypeptide in a subject's sample) is used in a comparison, and the 
measurement may be made by any of a variety of techniques, such as by Western blot 
analysis or ELISA. 

According to Applicant's argument, the subject's historical baseline is not known 
but must be measured by any of a variety of different techniques; furthermore, the value 
of subject's historical baseline may vary. However, as explained previously, while the 
specification provides written support for the language of the claim, it does not describe 
with any particularity what value(s) represent the subject's historical baseline, nor how 
such value(s) are measured or determined; see paragraph [0025] of the published 
application 1 . Given the absolute lack of guidance and direction that might otherwise 
describe what value(s) represent "the subject's historical baseline", and how those 
value(s) are measured or determined, it is submitted that it is not possible to ascertain 
the metes and bounds of the subject matter that Applicant regards as the invention with 
the requisite degree of clarity and particularity to permit the skilled artisan to know or 
determine infringing subject matter, so as to satisfy the requirement set forth under 35 
U.S.C. § 112, second paragraph. Moreover, at least inasmuch as the value of the 
subject's historical baseline may vary, it is further submitted that the metes and bounds 
of the subject matter that is regarded as the invention by Applicant may vary; as such, 



1 U.S. Patent Application Publication No. 2006/0035237 A1. 
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the claims necessarily fail to delineate those metes and bounds with the clarity and 
particularity necessary. 

Notably, as Applicant has further argued that all that is required is that the value 
of the level of the polypeptide in a subject be determined at some previous point in time 
(page 13, paragraph 2, of the amendment), it is suggested that claim 99 be amended to 
recite such an additional step by which the determination is made at the earlier time 
point, so as to permit one to make the comparison at a later time point. However, the 
Examiner has not ascertained whether the specification, as filed, would provide the 
necessary written support for such additional claim language, and Applicant is 
cautioned against the introduction of new matter and concepts, where the specification 
would not provide the necessary written support. 

(b) With regard to claims 100 and 103, Applicant has asserted that the 
amendment to claim 75 has obviated this issue. 

Contrary to Applicant's assertion, it is submitted that claim 100 remains vague 
and perhaps indefinite because, if as recited in claim 75 the presence of the polypeptide 
is indicative of the likelihood that a subject has a colon neoplasm, it cannot be 
ascertained why then would its presence according to claim 100 would indicate the 
likelihood that the subject harbors a colon adenoma or a colon cancer, as opposed to 
some other type of colon neoplasm. Again, does the process of claim 100, which 
provides an indication that the subject is likely to harbor a colon adenoma or a colon 
cancer, where the polypeptide is detected in the biological sample acquired from the 
subject, involve some other active step of which the process of claim 75 is not 
necessarily comprised that permits the determination of such an indication? If claim 
100 fails to recite or omits an essential step, it is properly rejected as being indefinite, 
because such omission amounts to a gap between the steps. See M.P.E.P. § 2172.01. 

Notably, if it is merely Applicant's intention that the colon neoplasm to which the 
preceding claim is directed is further limited, it is suggested that this issue might be 
remedied by amending claim 100 to recite simply, "wherein said colon neoplasm is a 
colon adenoma or a colon cancer. 
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Similarly, claim 103 is vague and/or indefinite because if, in practicing the 
invention of claim 75, the presence of the polypeptide is indicative of the likelihood in 
the subject of a colon neoplasm, it cannot be ascertained why then in practicing the 
invention of claim 103 its presence would indicate the likelihood that the subject has a 
relapse or a persistent or progressive colon cancer, per se. Does the process of claim 
103, which provides an indication that the subject is likely to has a relapse or a 
persistent or progressive colon cancer, where the polypeptide is detected in the 
biological sample acquired from the subject, involve some other active step of which the 
process of claim 75 is not necessarily comprised that permits the determination of such 
an indication? If claim 103 fails to recite or omits an essential step, it is properly 
rejected as being indefinite, because again such omission amounts to a gap between 
the steps. 

Furthermore, as explained in the preceding Office action, claim 103 depends 
from claim 75, drawn to a process for determining whether a subject is likely to have a 
colon neoplasm, and it is unclear why the invention of claim 103 would be practiced 
using a biological sample acquired from a subject known to have colon neoplasia (i.e., a 
subject currently receiving a therapy for colon cancer). It is submitted that Applicant has 
not satisfactorily addressed this issue to warrant its withdrawal. 

In addition, because claim 75 is intended to be a process for determining the 
likelihood that a subject has colon neoplasia by determining the presence of a secreted 
polypeptide comprising SEQ ID NO: 3 in a biological sample acquired from the subject, 
which according to the claim is indicative of such a likelihood, then it is unclear how the 
invention of claim 103 is practiced using the correlative recited therein, namely "wherein 
the presence of said at least one ColoUp2 polypeptide indicatives the subject is likely to 
have a relapse or a persistent or progressive colon cancer". It is submitted that 
Applicant has not satisfactorily addressed this issue to warrant its withdrawal. 

10. The rejection of claims 98 and 99 under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement, is maintained. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
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reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 
This is a "written description" rejection. 

Beginning at page 16 of the amendment filed November 6, 2006, Applicant has 
traversed this ground of rejection. 

Applicant's arguments have been carefully considered but not found persuasive 
for the following reasons: 

With regard to claim 98, as explained previously, the specification merely 
describes the value of the "predetermined standard" as "e.g., a known amount of 
purified ColoUpl or ColoUp2 polypeptide"; see paragraph [0025] of the published 
application. This disclosure is not sufficiently descriptive of the value of the 
predetermined standard to which the claims are specifically directed to satisfy the 
written description requirement. 

Then, with regard to claim 99, which is drawn to the method of claim 75, wherein 
the amount of the polypeptide in the sample is compared to "the subject's historical 
baseline", the disclosure is not sufficiently descriptive of the value that constitutes "the 
subject's historical baseline", and to which the claims are specifically directed, to satisfy 
the written description requirement. As explained in the rejection of claim 99 under 35 
U.S.C. § 112, second paragraph, and contrary to Applicant's contentions, while the 
specification provides support for the language of the claim, it does not describe with 
any particularity what value(s) represent the subject's historical baseline, nor how such 
value(s) are measured or determined. Given the absolute lack of guidance and 
direction that would, if present in the specification, describe what value(s) represent "the 
subject's historical baseline", and how those value(s) are measured or determined, the 
written description requirement cannot have been met, as the specification would not 
reasonably convey to the skilled artisan that Applicant had possession of such subject 
matter at the time the application was filed. 

"[Generalized language may not suffice if it does not convey the detailed identity 
of an invention." University of Rochester v. G.D. Searle Co., 69 USPQ2d 1886 1892 
(CAFC 2004). In this instance, there is no language that adequately describes with 
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particularity the values of the predetermined standard or the subject's historical baseline 
to which the claims are specifically directed. A description of how such a value might be 
determined, rather than of what it is, does not suffice to describe the claimed invention. 

While perhaps the skilled artisan could potentially measure the level of the 
polypeptide comprising the amino acid sequence of SEQ ID NO: 3 in a suitable 
standard, or in a sample acquired from the subject at an earlier time point for use in the 
comparison, the claims are directed to particular values. 

The particular values to which the claims are directed cannot be predicted or 
empirically determined; they must be known. Moreover, the claimed method depends 
upon knowing the values of the predetermined standard or the subject's historical 
baseline to which the claims are specifically directed; without knowledge of these 
values, it is impossible to practice the invention. 

It is therefore suggested that these issues be remedied by amending claims 98 
and 99 to recite the additional step(s) by which the values of the predetermined 
standard or the subject's historical baseline are determined, so as to obviate any need 
to have described their value in the specification, as filed. For example, claim 98 might 
be amended to recite: 

The method of claim 75, further comprising: 

(a) determining the amount of the secreted polypeptide having the amino acid 
sequence of SEQ ID NO: 3 in the biological sample obtained from the subject; 

(b) determining the amount of the secreted polypeptide having the amino acid 
sequence of SEQ ID NO: 3 in a biological sample obtained from a different, 
normal control subject; and 

(c) comparing the amounts of the secreted polypeptide in said samples. 

1 1 . The rejection of claims 98 and 99 under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for using a process for determining whether a 
subject is likely to have a colon neoplasm, said method comprising detecting the 
presence of a secreted polypeptide comprising the amino acid sequence of SEQ ID NO: 
3 in a sample acquired from the subject, wherein the presence of the polypeptide in the 
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sample is indicative of the likelihood of the presence of colon neoplasia in the subject, 
does not reasonably provide enablement for using such a process according to 
either of claims 98 or 99, wherein the amount of the secreted polypeptide in the sample 
acquired from the subject is compared to a "predetermined standard" or the "subject's 
historical baseline", respectively. The specification does not enable any person skilled 
in the art to which it pertains, or with which it is most nearly connected, to use the 
invention commensurate in scope with these claims. 
M.P.E.P. §2164.01 states: 

The standard for determining whether the specification meets the enablement 
requirement was cast in the Supreme Court decision of Mineral Separation v. Hyde, 242 
U.S. 261, 270 (1916) which postured the question: is the experimentation needed to 
practice the invention undue or unreasonable? That standard is still the one to be 
applied. In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). 
Accordingly, even though the statute does not use the term "undue experimentation," it 
has been interpreted to require that the claimed invention be enabled so that any person 
skilled in the art can make and use the invention without undue experimentation. In re 
Wands, 858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 1988). 

There are many factors to be considered when determining whether there is 
sufficient evidence to support a determination that a disclosure does not satisfy the 
enablement requirement and whether any necessary experimentation is "undue". 
These factors, which have been outlined in the Federal Circuit decision of In re Wands, 
858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988), include, but are not limited 
to, the nature of the invention, the state of the prior art, the relative skill of those in the 
art, the amount of direction or guidance disclosed in the specification, the presence or 
absence of working examples, the predictability or unpredictability of the art, the breadth 
of the claims, and the quantity of experimentation which would be required in order to 
practice the invention as claimed. See also Ex parte Forman, 230 USPQ 546 (BPAI 
1986). 

Beginning at page 18 of the amendment filed November 6, 2006, Applicant has 
traversed this ground of rejection. 

Applicant's arguments have been carefully considered but not found persuasive 
for the following reasons: 
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The amount of guidance, direction, and exemplification disclosed in the 
specification, as filed, would not be sufficient to enable the skilled artisan to use the 
claimed invention at the time the application was filed without undue and/or 
unreasonable experimentation. 

With further regard to claim 98, which is drawn to the method of claim 75, 
wherein the amount of the polypeptide in the sample is compared to "a predetermined 
standard", the value of the predetermined standard, which must be known to practice 
the claimed invention, has not been particularly described. Thus, the invention of claim 
98 cannot be practiced. 

With regard to claim 99, which is which is drawn to the method of claim 75, 
wherein the amount of the polypeptide in the sample is compared to "the subject's 
historical baseline", the disclosure is not sufficiently descriptive of the value that 
constitutes "the subject's historical baseline", and to which the claims are specifically 
directed, to satisfy the written description requirement. As explained in the above 
rejections under 35 U.S.C. § 1 12, first and second paragraph, the specification does not 
describe with any particularity what value(s) represent the subject's historical baseline, 
nor how such value(s) are measured or determined. Given the absolute lack of 
guidance and direction that would, if present in the specification, describe what value(s) 
represent "the subject's historical baseline", and how those value(s) are measured or 
determined, the he invention of claim 98 cannot be practiced. 

Applicant has argued that the values of the "predetermined standard" and the 
"subject's historical baseline" may be determined; nevertheless, there is no language 
that adequately describes with particularity these values, and it is to these values the 
claims are specifically directed. A description of how such a value might be determined, 
rather than of what it is, does not suffice to describe the claimed invention. While 
perhaps the skilled artisan could potentially measure the level of the polypeptide 
comprising the amino acid sequence of SEQ ID NO: 3 in a suitable standard, or in a 
sample acquired from the subject at an earlier time point for use in the comparison, the 
claims are directed to particular values. The particular values to which the claims are 
directed cannot be predicted or empirically determined; they must be known. Moreover, 
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the claimed method depends upon knowing the values of the predetermined standard or 
the subject's historical baseline to which the claims are specifically directed; without 
knowledge of these values, it is impossible to practice the invention. 

Thus, the amount of guidance, direction, and exemplification disclosed in the 
specification, as filed, is not be sufficient to have enabled the skilled artisan to have 
used the claimed invention at the time the application was filed without undue and/or 
unreasonable experimentation. 

It is therefore suggested that these issues be remedied by amending claims 98 
and 99 to recite the additional step(s) by which the values of the predetermined 
standard or the subject's historical baseline are determined, so as to obviate any need 
to have described their value in the specification, as filed. Exemplary or proposed claim 
language has been suggested above. 

New Ground of Objection 

12. Claim 124 is objected to because it is directed to the method of claim 75, wherein 
the polypeptide has the sequence of SEQ ID NO: 3/ but recites, "wherein the 
polypeptide produced by the expression of the nucleic acid sequence of SEQ ID NO: 5 
is a polypeptide having the amino acid sequence of SEQ ID NO: 3". The language of 
the claim thus recites the language of claim 75 insofar as it is directed to the subject 
matter of the non-elected species of invention, which has not been searched or 
considered thus far. 

Conclusion 

13. No claim is allowed. 

14. The prior art made of record and not relied upon is considered pertinent to 
Applicant's disclosure. U.S. Patent Application Publication No. 2004/0005563 A1 (Mack 
et al.) teaches a polypeptide comprising the amino acid sequence of SEQ ID NO: 87, 
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which is identical to the amino acid sequence of SEQ ID NO: 3, as disclosed in this 
application; and Mack et al. teaches the polypeptide is overexpressed in ovarian cancer. 

15. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

16. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stephen L. Rawlings, Ph.D. whose telephone number is 
(571) 272-0836. The examiner can normally be reached on Monday-Friday, 8:30AM- 
5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms, Ph.D. can be reached on (571) 272-0832. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Stephen L. Rawlings, Ph.D. 
Examiner 
Art Unit 1643 




sir 

December 14, 2006 



